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facility transfer procedures

Policy

The (Insert manufacturer’s name) facility operates in accordance with the requirements of the Australian Code of GMP. Product and material transfer into and out of the manufacturing suite is separated from waste removal.

Purpose and scope

The purpose of these procedures is to ensure product and material transfer in and out of the (Insert manufacturer’s name) manufacturing suite is controlled and separated from waste removal from the manufacturing suite.  

Responsibilities

Product and material transfer and waste segregation and removal are the responsibility of the Facility Director and Scientist in Charge. 

Staff members are responsible for complying with the following procedures.

Procedure

· Segregate the movement of product and materials from waste/dirty material using the dedicated trolleys, labelled ‘CLEAN’ and ‘DIRTY’.

· Wipe trolleys clean after use, as indicated in procedures below. 
· Only transfer clean material, products or testing material via the pass-through hatch. Transfers must be made in one direction only (i.e. either into or out of the manufacturing suite).
· Completely cover hands and arms with a new pair of clean gloves and a designated clean gown when transferring all items from the support laboratory into the manufacturing suite via the pass-through hatch or airlock.
· Do not wear the designated clean gown (designated for transfer of items into the clean room facility) outside the support laboratory. 

· Do not take a general use gown, which has been worn into the cold room, into the support laboratory.

· Change all gowns (designated clean gown, general use gowns) weekly. 

· Ensure all waste or dirty material exits the manufacturing suite via the material transfer airlock.

· Clean the pass-through hatch daily. 

· Clean the material transfer airlock weekly.

Material & Reagent Transfer INTO the Manufacturing Suite

1. Wear a designated cold room gown when in the cold room. 
2. Wipe all items from the cold room with either a chux or kim wipe soaked with 1% Virkon, before transferring to the support laboratory. Discard the wipe after use.

3. Prior to transfer into the manufacturing suite, wipe all items with a designated clean chux wipe soaked with 1% Virkon solution or Trigene wipes in the support laboratory. Discard the clean chux wipes each day during laboratory shut down or earlier, if soiled.

4. Depending on the size and amount of material to be transferred into the manufacturing facility, either:

· Place in the material transfer airlock on a ‘CLEAN’ trolley for transport into the designated clean room, OR

· Place in the pass-through hatch and then either carry by hand or place onto a ‘CLEAN’ trolley, for transport into the designated clean room.
Product Transfer INTO the Manufacturing Suite

1. Wipe all products entering the manufacturing suite and materials coming into contact with the product (e.g. cassettes) with a designated clean chux wipe soaked with 70% alcohol.

2. Place the product in a secondary container or outer bag and place in the pass-through hatch. No other materials or products may be placed in the pass-through hatch with the product. 

3. Pass the product through the hatch and then carry by hand into the designated clean room.
Product Transfer FROM the Manufacturing Suite

1. All products and samples must be placed in a secondary outer container or bag before transfer from the cleanroom to the corridor.

2. Carry the product by hand from the cleanroom to the pass-through hatch.
3. Place product in the pass-through hatch. No other materials or products may be placed in the pass-through hatch with the product, except for test samples for that product. 
4. Pass the product through the hatch to the support laboratory.

Material & Reagents Removal FROM the Manufacturing Suite

1. Transfer material and reagents from the clean room on a cleanroom trolley or carry by hand.

2. Place in the hatch for removal from the manufacturing suite.

3. Wipe the trolley with 1% Virkon solution or a Trigene wipe before returning it to the cleanroom.

Waste Removal FROM the Manufacturing Suite

1. All waste must be placed in a secondary outer container or bag before transfer out of the cleanroom and into the corridor.

· Contain or bag all instruments, tubing and containers (destined for decontamination/re-sterilisation), then place in an outer bag or container. 
· Seal containers of liquid waste and place in a rigid outer container. 
· Double bag all other waste. 
2. Place all waste for transfer out of the manufacturing suite on the ‘DIRTY’ trolley.

3. Place the ‘DIRTY’ trolley in the material transfer airlock.

4. Remove the waste from the ‘DIRTY’ trolley in the support laboratory.

5.  Wipe the trolley with either a chux wipe or kim wipe soaked with 1% Virkon solution. Discard the wipe after each use.
waste disposal

In the support laboratory, dispose of the waste as per the Waste Disposal section in Safety Procedures DOC1 (Safety Manual). 

1. Place biological waste in a yellow biohazard bag for disposal by incineration.

2. Place clean paper waste in a black waste bag for disposal.

3. Add 12.5% sodium hypochlorite to containers of biologically contaminated liquid waste in the ratio of approximately 50mL per 3L. 

4. Within working hours, take instruments and containers to be decontaminated/re-sterilised to (Insert sterilisation facility)
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